Advice for Importers/

Manufacturers of
Nicotine Inhaling Products

e.g. e-cigarettes/vapes and e-liquids

These rules do not apply to liquids that do not contain
nicotine (0% nicotine products).

This leaflet is a summary to help you understand what you need to do to:

® stay within the law - EU (Manufacture, Presentation and Sale of
Tobacco and Related Products) Regulations 2016 (as amended)

® avoid penalties, such as a fine of up to €4000

keep your customers safe

Do these laws apply to you?

Are you an importer?

Do you bring e-cigarettes or nicotine containing liquid into Ireland from
another country outside the European Union, including Great Britain, to
place them on the market?

Are you a manufacturer?

Do you make e-cigarettes or nicotine containing liquids in Ireland?

Have you asked someone in another country to make e-cigarettes or
nicotine-containing liquids on your behalf that you sell in Ireland?

If you answered yes to the above questions then you are an importer
or a manufacturer under the law and the following rules apply to you.



Notification

If you are an importer or manufacturer, you must submit a notification to the HSE
via the EU Common Entry Gate (www.health.ec.europa.eu) of the products you

import or manufacture.

Only products that are notified to the Health Service Executive can be sold in
Ireland, they must be notified at least 6 months before being sold in Ireland.

If the manufacturer has already submitted a notification, the importer does not
need to.

Rules on safety

E-cigarettes and refill containers must comply with safety and quality
requirements which include:

rules on product content

rules on packaging

a detailed information leaflet

rules on how products are presented

A summary of these rules is contained below.

Rules on product content

Nicotine concentration

2% or 20mg/ml 2% or 20mg/ml

E-liquid volume

2ml (approx. 600-800 puffs) 10ml

Additives

Should not contain vitamins,
caffeine, taurine, colouring
properties or any additives
making health benefit claims
or Carcinogenic Mutagenic
Reprotoxic substances

Rules on packaging

Packaging must:

be child-resistant and tamper-proof

be protected against breakage and leakage

have a mechanism so that you can fill it without leakage

have a list of ingredients contained in descending order of weight

show what the nicotine content is and how much you get per dose
show the batch number of the product

have a recommendation to keep the product out of the reach of children

For more see Regulation 27 of the 2016 Regulations.

An Information leaflet

A leaflet must be provided with each unit sold and must include:

instructions for use and storage of the product, including a reference that
the product is not recommended for use by young people and non-smokers

instructions for refilling, including diagrams
contra-indications

warnings for specific risk groups

possible adverse effects

addictiveness and toxicity, and

contact details of the manufacturer or importer and a contact person within
the European Union (a UK address is no longer acceptable)

For more see Regulation 29 of the 2016 Regulations.

Product Presentation

Packs of e-cigarettes and refill containers must not include:

any mention of the taste, smell or other additives (except flavourings) in the
product or their absence

pictures or images that look like food or a beauty product

claims suggesting improved biodegradability or other environmental
advantages

claims which suggest the product will make you feel more alive, give you
energy, heal you or make you look or feel younger

claims that the product has natural or organic properties
claims that the product has health or lifestyle benefits
inaccurate statements that may encourage consumption

For more see Regulation 30 of the 2016 Regulations

The packaging should not suggest economic advantages. Examples include
printed vouchers, offering discounts, free distribution, two-for-one or other similar

offers.

Health warnings

Each unit packet and any outside packaging should have the following health
warning in both English and Irish

“This product contains nicotine which is a highly addictive substance”

“Cuimsionn an tairge seo nicitin ar substaint an-anduile &”


http://www.health.ec.europa.eu

Sales to children @

The health warning referred to shall:
® appear on the 2 largest surfaces of the unit packet and any outside
packaging
® cover 32% of the surfaces of the unit packet and any outside packaging

® be printed in black Helvetica bold type on a white background at such
a font size as to occupy the greatest possible proportion of the surface
reserved for the health warning

® be at the centre of the surface reserved for the health warning, and
® be parallel to the main text on the surface reserved for the health warning

The Public Health (Tobacco Products and Nicotine Inhaling Products) Act 2023
requires:

® You do not sell tobacco products e.g. cigarettes, rolling papers and/or
nicotine inhaling products e.g. e-cigarettes or devices or refill containers to
anyone under 18.

® You inform your staff of this law and train them to check for valid
identification.

What happens if | don’t comply? @

You risk a fine of up to €4000 per offence.

The HSE’s National Environmental Health Service is in charge of the enforcement
of laws about tobacco products and nicotine inhaling products.

It has a range of powers available to take legal action against retailers that don’t
follow the new laws.

When to contact the HSE:

By law, you must inform the HSE if you believe that an e-cigarette or refill
container is unsafe, not of good quality or does not comply with the regulations.

Details of the risk to human health and safety and any corrective action must also
be provided.

Visit: www.hse.ie for more information.

Email: info.tpd@hse.ie Call: 045 988204

As interpretation of the law is a matter for the Courts, this information letter
is intended to provide general information on the legislation and should not
be construed as legal advice nor should it be inferred that all of your legal
responsibilities have been identified in this letter.

Published April 2024
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Combhairle d’lomportalaithe

| Déantusoiri Tairgi
lonanalaithe Nicitin

msp toitini leictreonacha / tairgi vapala agus
leachtanna toitini leictreonacha

Ni bhaineann na rialacha seo le leachtanna nach bhfuil
nicitin iontu (tairgi nicitin 0%).

Is achoimre i an bhileog seo le cuidiu leat a thuiscint faoin mhéid ata le
dhéanamh:

® chun an dli a chomhlionadh — Rialachain AE (Tairgi Tobac a
Mhonaru, a Thiolacadh agus a Dhiol), 2016 (arna leasu)

® chun piondis a sheachaint, maraon le fineail suas le €4,000
@® chun do chustaiméiri a choinneail sabhailte

An mbaineann na dlithe seo leatsa?

An iompértalai thu?

An dtugann tu toitini leictreonacha nd nicitin a bhfuil leacht ann isteach
go hEirinn ¢ thir eile taobh amuigh den Aontas Eorpach, an Bhreatain san
aireamh, le hiad a chur ar an margadh?

An déantusoéir thu?

An ndéanann tu toitini leictreonacha nd nicitin a bhfuil leachtanna ann in
Eirinn?

Ar iarr ta ar dhuine i dtir eile toitini Ieictrgonacha no nicitin a bhfuil leachtanna
ann a dhéanamh agus a thabhairt go hEirinn le hiad a dhiol ar do shon?

Mas ea, is iomportalai né déantusoir tha faoin dli agus baineann na
rialacha thios leat.


http://www.hse.ie
mailto:info.tpd@hse.ie
Tel:045988204%20

Fogra - Bileg Eolais
Mas iomportalai né déantuséir thd, ni mér duit fégra a chur faoi bhraid

Fheidhmeannacht na Seirbhise Slainte ar Gheata Coiteann lontrala an Aontais Ni mor biledg eolais a bheith san aireamh le gach aonad a dhioltar agus ni mor an
Eorpaigh (www.health.ec.europa.eu) maidir leis na tairgi a iompértalann n6 a méid seo a bheith ann:
dhéanann tu.

Ni féidir ach tairgi a gcuirtear fogra ina leith chuig Feidhmeannacht na Seirbhise
Slainte a dhiol in Eirinn — ni mér an fégra a thabhairt 6 mhi ar a laghad roimh iad

® treoracha um Uséid agus storail na tairge san dlireamh sliocht ina moltar
nach bhfuil sé oiriinach do dhaoine dga, na daoine nach gcaitheann tobac.

R ® treoracha um athlionadh, léaraidi san aireamh
a dhiol in Eirinn. o
. . . . . L ® fritdsca

Ma ta fégra tugtha ag an déantuséir cheana féin, ni ga don iompértalai € sin a ® rabhaidh do ghrupai sonracha i mbaol
dheanamh. e fo-éifeachtai diobhalacha féideartha
Rialacha maidir le sabhailteacht ® anduileacht agus tocsaineacht, agus

P p YRV . o . ® sonrai teagmhala an déantusora né an iomportalai agus teagmhalai taobh
Ni mor go gcloifeadh toitini leictreonacha agus gabhdain athlain leis riachtanais istigh den Aontas Eorpach (ni ghlactar a thuilleadh le seoladh sa Riocht
sabhailteachta agus chailiochta, ina measc: Aontaithe)

® rialacha maidir le comhdhéanamh tairge; Tuilleadh eolais féach Rialachan 29 de Rialachain 2016

® rialacha maidir le pacaistiu;

® bileog mhionsonraithe eolais a bheith san aireamh; Cur i lathair an Téirge
® rialacha maidir leis an gcaoi a gcuirtear tairgi i lathair.

Ni mér an méid seo a leanas gan a bheith ar phacai toitini leictreonacha na
gabhdain athlain:

Rialacha maidir le comhdhéanamh tairge; z ® aon tagairt do bhlas, boladh na breiseain eile (seachas blasoiri) sa tairge,
na iad siud a bheith ar lar

Ta achoimre de na rialacha seo ar fail thios.

as e s o ° = ® pictitiri n6 iomhanna a bhfuil dealramh bia no tairge éilleachta orthu
. L L ® maiomh a thugann in-bhithmhillteacht né buntaisti eile comhshaoil
An cion nicitin 2% né 20mg/ml 2% né 20mg/ml feabhsaithe Iegfios
;r(?"'tt Ieachtﬁnna toltini | 2ml (thart ar 600-800 gal) 10mi ® maiomh a thugann le fios go mothdéidh tu nios briomhaire de thairbhe an
elc.rec?r\ac a - = = tairge, go mbeidh tu nios fuinnidla, go leigheasfaidh sé thu né go mbeidh
Breiseain Nior chdéir an méid seo a

nios oige ort, né go mothdidh tu nios dige

L) SR el [BriE ® maiomh go bhfuil airionna nadurtha né organacha ag an tairge

vitimini, caiféin, tairin, airionna

dathtchain na aon bhreiseain ® maiomh go bhfuil buntaisti slainte né néis maireachtala ag an tairge
a bhfuil maiomh chun leasa ® raitis ata michruinn a d’fhéadfadh usaid an tairge a spreagadh
na slainte ag gabhail leo, Tuilleadh eolais féach Rialachan 30 de Rialachain 2016

abhair charcanaigineacha,
shd-ghineacha thocsaineacha.

Ni chair go luafai buntaisti eacnamaiocha leis an bpacaistiu. Mar shamplai
dearbhain phriontailte, lascaini a thairiscint, daileachan saor in aisce, péire ar
% phraghas ceann amhain no tairiscinti eile den chineal sin.

Rialacha maidir le pacaistiu;

Ni mér an méid seo a bheith san aireamh: Rabhaidh slainte

® bheith cosanta in aghaidh bristeachta agus silte
meicniocht a bheith ann ionas gur féidir é a lionadh gan sileadh
liosta na gcomhabhar bheith liostaithede réir ord islitheach meachain
léirii ann ar an gcion nicitin agus cé mheéad ata i ngach daileog “This product contains nicotine which is a highly addictive substance”
[éiriu ar bhaiscuimhir an tairge

® moladh an tairge a choinneail le nach mbeidh leanai in ann breith air
Tuilleadh eolais féach Rialachan 27 de Rialachain 2016

Ba chdir an rabhadh slainte seo a leanas, i mBéarla agus i nGaeilge araon, a
bheith ar gach pacaiste.

“Cuimsionn an tairge seo nicitin ar substaint an-anduile &”


http://www.health.ec.europa.eu

Beidh an méid seo a leanas i gceist leis an rabhadh slainte:

® beidh sé le feiceail ar an taobh amuigh den, 2 dhromchla is mé ar an
bpacaiste
cludoidh sé 32% de na dromchlai is mé ar an bpacaiste

® priontalfar é sa chl6 trom dubh Helvetica ar chulra ban ag méid clé a
chludoidh an sciar is mé agus is féidir den dromchla a chuirtear ar leataobh
do rabhadh slainte

® beidh sé i lar an dromchla a chuirtear ar leataobh don rabhadh slainte, agus

® beidh sé comhthreomhar leis an bpriomhthéacs ar an dromchla a chuirtear
ar leataobh don rabhadh slainte

Diolachain do phaisti @

larrtar an méid seo ort faoin Acht Slainte Poibli (Tairgi Tobac agus Tairgi
lonanalaithe Nicitin), 2023:

® Na diol tairgi tobac, mar shampla toitini, paipéir rollaithe agus/né tairgi
ionanalaithe nicitin, mar shampla toitini leictreonacha né gléis n6é gabhdain
athlain do dhuine ar bith faoi 18 mbliana d’aois.

® Cuir d'fhoireann ar an eolas faoin dli seo agus cuir oilitint orthu faoi ga
seicedil a dhéanamh ar aitheantas baili.

Céard a tharléidh mura gcomhlionaim an dli? @

Beidh tu i mbaol fineala suas le €4,000 i leith gach cion.

Ta Seirbhis Naisiunta Slainte Comhshaoil Fheidhmeannacht na Seirbhise Slainte
i gceannas ar fheidhmiu na ndlithe faoi thairgi tobac agus tairgi ionanalaithe
nicitin.

Ta réimse cumhachtai ar fail dé le gniomh dli a thogail in aghaidh miondioltéiri
nach leanann na dlithe nua.

Cathain gur chéir teagmhail a dhéanamh
le FnaSsS:

De réir dli, ni mér duit FnaSS a chur ar an eolas ma creideann tu go bhfuil toitin
leictreonach n6 gabhdan athlain dainséarach, nach tairge dea-chaighdeain é n6
mura gcomhlionann sé na rialachain.

Ni mér sonrai maidir leis an riosca do shlainte an duine agus le sabhailteacht, mar
aon le haon ghniomh ceartaitheach, a chur ar fail chomh maith.

Téigh chuig: www.hse.ie le tuilleadh eolais a fhail.
Riomhphost: info.tpd@hse.ie Glaoigh ar: 045 988204

Mar gheall gur abhar don Chduirt é an léirmhiniu ar an dli, ta an litir eolais seo
ceaptha eolas ginearalta a chur ar fail maidir leis an reachtaiocht agus nior
choir bri a bhaint as mar chomhairle dli na nior choir tabhairt le tuiscint go bhfuil
sainaithint déanta sa litir seo ar do chuid freagrachtai dli uile.
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